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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
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Status 

1 )M Responsive to communication(s) filed on 05 May 2006 . 
2a)S This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 53,58-72,74 and 77-97 is/are pending in the application. 

4a) Of the above claim{s) is/are withdrawn from consideration. 

5) n Claim{s) is/are allowed. 

6) 13 Claim(s) 53.58-72 J4 and 77-97 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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2.n Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAaED ACTION 

\ . A request for continued exartiinatton under 37 Cf^R 1.1 14, includtag the fee ^ forth in 
37 CAR l /l7Ce)j. ^V3as filed in this ap^^ Smce thiis application is 

eligible for contiimed examination | .17(e) 

has been timely pai^ the firttOity of the pi^idus Office aption Im been vnthdirawn pursuant to 
37 CFR 14 14. AppKciajTif 3 sartwniission iSed on May 5, 2006 is acknowledged ai^d has h^m 
enteral An action on the RGE follows. 

2. ClaiiTO 53, 58-72,74^77-97 ate pending and cmrentiy under examination, 

3. The text of those sections, of Title 35, UJ5. Code not ineluded in this action <;an be found 
in a prior (iSii^ action. 

4- Because Applicant has pri^senied neither aigunaents drawn to the final rejection nor 
amendments lo the claims, the claims stand rejected ft>r the reasons set forth in the paper matl^ 
April 7, 2005>^s follow 

R^pome to Arguments 

5. The rejection, of claims 53, 58-72,74, 77-97 imd^ 35 UVS.C. 1 1 X first paragraph, as 
Mitig to cotiaply with the ^biai^ 12i28m4 
has be^ carefully considered huf is deemed not to be persuasive. The response stetes that the 
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expfcrimentoiioii. requirea for practicing the taveirfion. majr be titne-eonsuttung but it is 
xiPTwtheJess toAitine and ifae igjecificationteaiihiES afemistradonof immiiiiogemo ftagmente in 
prostate cancer cdls and PSCA is oveiBxpressed in a number of cancers and the specification 
t^chcs how CTL epitop^ss flm bind to HLA alleles cait be identified { p^ 74 of lesponse). 
In addition, the response cites WO ?>4/0320S ami WO 94/0201 27 as showing identifying 
ftagments that elicit eeilalar wm^xm respoimB md bow to ^vakmte m amino acid sequence for 
3 CfL q>xtope (sec page 8 of Krspojisc). response to ids argun^nt^ first it iis noted tii^ tbe 
q?eeificaeion may disease how to .find a CTL epitpps in P$CA^ but tiieie are no such epitopes 
disclosed. The claims iare to specific fragments and it is tmpr^etable if there are any €TL 
epitopes that actuaify fiunction in the cJaim0d seqiMmces. In response to tije WO docianents died 
WO 94)^3285 miay show how to identify and screen CTL epitope, the art clearly shows that it is 
unpredictable whether those identified by computcractually bind to HLA, This is taught on page 
9 slating t!ial the peptides were synfeesized and Hxm had to be tested. On page 56, lines 5-7 
indicate feat the chosen p^tide did not have^y inhjbdtion. liR^wi^. Exatnpie 12 stmes that tiie 
pnssence of the motif is necessary but jnot sufficient fer bigh affinity and only 19% of thje 
identified peptides bound v^ritb.any affinity needed for thorapy (see pages 67-68). This same 
siniilartcaclungisintlie WQ 94102Gl27whichagaio teacher that one must test ea^^ pefrtide for 
binding. Thus, while isome experimentation is permitted, one has to have a reasonable 
expectation that one would obtain such aCTL peptide, The specification may disclose how to 
fand such but none are diisclosed or if such would be found. 

The response further states that US ?stm 6.037J35 is directed to methods of making 
immunogenic peptides that comprise T ceJJ epitope;s mi the claims set forth such and step (d) 
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4e<li«ss testily sudi «nd thet«foi*e ifte paterA is presiroi^ to be enaWed (See p^es g-9 of 
response), fa resptmse to aigumene, flie examlircy wiH^t^^ comment on the paCent except to 
sj^ that indeed the method requires i^estrng the coi^Jejc: for binding and as steted previously, one 
Ctoonty determine if one fcas ^ CTXmoti^^ The speeification doe? not teach sucJi 

HHrtifs or if sach aciaally exist iii SEQ ID NO:2. 

The ress^nse ftrrther cites Kiessiing d. al ^ ts^cJuBg CDS:^ T ocHs mjctive to two 
peptides m ¥$CA (see page ft of mponse). iii wsporise to this aTgument, while two. peptidies 
wwei sho^ for bitidilig, 8 i>eptides were pnginaMy diosM for testing and ohly 218 

bcHMd. The two wece fromxe&idues 105-1 13 mi 14-22 of PSCA (SEQ ID N0:2). Thercf<M^ 

two of the peptides to the logger 

peE^d^ being d^ed (mtoimum about 13 mnino ^idsX resulted in binding. Thete is nothing in 
the prioi- act to NUc^te that tonget peptides m cMmi. wouid have the functtoh of binding. In 
addition^ it appears that based on Kiessling et al oxdy the. two peptides of residues 1 4-22, aixi 
1 05=^1 1 3 would be enghlaj mthm of these two pcptidbs gfpecifically ai^ claitMd, 

The te$p0nse jt^tes th^ cancer v£K?eines that elicit <?eHul»r immune responses to prostate 
eaocer polypeptides are known and cites references for teaching such (see page 9-10 of 
response). In response to this aijgument, SmaJI et al teach iim G EA pulsed dendrite cells 
stimulated an imm uije re^nse but did not elicit cTtnJcal r^spcroses in patients with tumors that 
express CEA (page 39QI) mi Saltier et z\ reported that dendritic cells loaded witih antigen 
fegments of PMSA only stimuiatod immunity in 2182 men (see page 390l)> Thus, again it 
appeaa-s to be unpredictable whether *e dendritic cells ptijsed wlh antig^ would produce ah 
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iBMnufte tfesptMQse that would be m antj-tumor response. With «g?yrd to Smith et al, the p^tides 
used Wfercinot finom the naliind antigen they were modified antigen peptides (sec page 1562). 

fa addftwMij the response dgp does not sMeess the tat cited by the examiner as evidwjce 
of undite experinieitfatioH such a$_, Bellone (Inununojogy Today, v20 (tOX 1999, pp.457' 
462)sunnnarizethe evirent Slate 6f the art of peptide imitain<ithempy inMng dinical trials: 
where "tiicie is usually a pooi correlation between inductiofi of specifi c T-cdls md tho clinical 
responses" <pa^e 457,2*' column), Beiione ei^l. teaoh the asadvanteges of peptide cancer 
ijnmunotheiapy in thai (1) there is no dtiiect evidence for a roie in tumor rejection, (2) the therapy 
is applieable to few patients^ (3) risk of generating tumor escape mutants, and (4> risk of 
autoimmime reaoions (page 461, Box 1 }. Indeed, Gaigere/ a/. (BCood, Volume 96, No.4, Ajjgust 
200a, psges 1480-1489) chose to cvalisste die Wiin's tumor antigen {WTF) as apotential 
inmmnotiierapendc as it is wefl known in the art that WTI protean expression is more abundsmt 
in leukemia cells than in normal hematppoiietic cells. However, WTI peptide immunization did 
not show any effect on tumor growth in-viyo. (Figure 1 0, page I486). In addition just hemse the 
protein or pqpiide is ^iminuhogenjc" does itoi mean it is going to be. effective as ai antituotor 
respon.se gen^ator. As stated in Gaiger et al(ctted above) the peptide limst bind MHC-1 and 
induce a CTL rcsiJonse (see abstract), to addition^ Bellone et al (cited above) states that the 
peptide diouJd facilitate ail effec^ve recruiunent of tumor s^ific CTLs (se^ page 457), TliuSj. 
not just any "immunogenic fragment" will induce die GTI^ and be useful as a anli-caneer 
vacdine a$ encompassed by the dairos. This is undteraeored hy Lu et al (Cancer Rief 2(m 
62:5807-12) which taaches; computer algorithms predicted five peptides lh)m PSMA that were 
predicted to induce antigenrt5pe«?ific CTLs, however^ only one peptide induced the CTLs that 
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were 6flfecfi've at recogniziiig {tfosiate tumor celts expressing PSCA (sec ab$&act) Mid ea6h 
peptide needed to be tested to detetmine if it would produce a CTL respoiKe (see page 58 1 1 ). 

Tbwiffore, w^irt Actually testing the peptides ir would be mqnredicteble whether aay of 
the claimed peptides e» protem wbuld ftmctioii mm aati-tumor cancer vaceiue dirked against 
any of the cancers daljned or pttHauce the lE^uired CTL tespoose. 

AHijf this andereecares the cn'ticaBty of providin g worfcable exartiples ^ch is not 
disrfosedin flie specifipation^ particutari^/ in an unpredictaBle art, such as cancer therapy. 

Tn view of ttie teaehjags ab6ve» and the bdt of guidance and or exfisn|>lifieati6n in dse 
spedficatbn, it would not be predictabte for of skill in the art to use the protein of SEQ ID NO: 
2 jjnrauiiogeittc fragmeijts thereof in fAattnaceaticaf cwniposstiatis or vaccine faimulatians as 
cofl^niptated to the disclcwuie. Thus, if would leqiuire undue fxp^&ntaam by one of skill in 
the art lo practice the invention as claimed. 

Conclusion 

6. TOsisan RCEofapplicam's ejrii^ AUdisums are drawn to the same 

invisntkm claimfidin the ^Iier t^jplication. Since no Amendineni or Response containing 
arguments dravmto the iivslant rejeeti<ws of aniendments to theelate^^ been submkted, all of 
the clairasTemam rejected for the; feasoiis prevbus^y set forth in the p^ mailed AprU 7, 2CM)5 
aftd the rej^tion fs onoc ag^ made fii»I, evwi though this is a fit^t action on the merits. 

?. TT^Hs, tHISACnOlVIS MADE j?tNAL Applicant is remfntted of the extensaon af 
time policy as forth ia 37 e.F,R. 1 J 36(a)- 



:ANVdWOD OiaOHH a3Ii3d:0X 
JCQAJcas XTej 800/9 30Vd WV 02:0T 900Z/C/Z. OidSfl 



ZO-fiO:<S£-uiui) NOIlVUna . 01dsn:aiS3 . ICOeCZZiSINa . O l/G-dllXd3-01dSn:tlA8 . laujii tMB||A>a ujaiSBsI IMV 8e:oz:01 900Z/C/Z XV aA3tl . 811 aovd 



Appiicaaon/Contro: Number: 09/954,8 1 1 Page 
Art Unit: 1642 

A shortened stetutoiy period ifox response to this fin^ actipn is set to mpite three fflonflis 
fixHD the date of this action. In the evetjt a first response is filed within two months of thc^ 
mailing date of this fij^ action and the advfisoiy action is not mailed until after U»e end of the 
three*moijth sborteiied statutmy petjod. then the shortened statutory period will e)?pir? on the 
date flie adviswy acUon is mailed, and any extension fee iwirsnant lo 37 CF.R. L I 36(8) will be 
caJcuiated Sam the mailing datte of the advisor}' action. In no ©Kent will flte statutory period for 
response ejcpiie later than six months ftojn the date of this final action. 



8. Anyinquiry confcettriirtgtlriff conununicafion or eailier oammunicatioos from the 
©canuner should be ifirected to Peter J, Reddig whose telephone numtser is {57i ) 2';^-903 J. The 
examiner can nOTmally be reached on M-F 8:3Oa.ni.-5:Q0 p,m., 

If attempts to rcach, the examiner by telepbooe are nnsuccessfiil, the examiner's 
supervisor, iemty Si«w can be reached on (57 1 ) tJimm. The fax phone nimUjer for the 
oilgani2^on\vhere this application or proceeding is assigned is 57I-273r8300. 

Infotmatton r^arding ttie stattis Of an application may he obtamed fiwm ttse Patent 
ApjJication Information Retiteval fl'AIR) system. Status mfonnation; for published plications 
may be ohtnined ftom either Private PAIR or Public PAIR. Status informatioai for unpublished 
^pJicaiions is available through Privale PAJR on^. For more infOrmatioii about the PAJR 
system, see http://pait-ditectusirto.gov. Should you have <iuestions on access to the Private PAIR 
^stem, contact the Electronic Business Center (BBQ at 866-217-9 1 9? (toJJ-free). If tou vcould 
like assistaiice J5»ra a IJSPTO Customs Service Representative or access to the aiitometed 
information systean, call 800-786-91 99 (IN USA OR CAN/VPA) or.571.272^ OW. 
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